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1; (fended, v^pealed) An arteriovenous shunt comprising: 
a; an arterial graft con^rising a body, a lead end and a terminal end, said lead end 
being ^ subcutaneous connection to an artery by anastomosis, wherein said 


aiterial graft has a first diameter, and 


: V: V ; b, eu single lu^en venous outflow catheter comprising an intake end and depositing end, 



for insertion through a vein into the right atrium of 


; the. heart,.. wherein said venous outflow catheter has a second diameter different from said 


.vfirst diameter; a&d 


: c. a cylindrical cuff operable to direct passage of blood from said arterial graft to said 


yefious outflow Catheter, said cuff comprising an inlet in blood communication with 
an outlet: 
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^ et disposed about and connected to said terminal end of said 


arterial graft; and 


ii. : said outlet being disposed about and connected to said intake end of said 


venous outflow catheter; wherein said cuff provides a secure fit for 


said arterial gsjft first diameter and said venous outflow catheter second diameter. 


2, (previously presented, appealed) The arteriovenous shunt of claim 1 wherein said arterial graft 


is iriade of a biocompatible flexible material. 


3. ( amended, appealed ) The arteriovenous shunt of claim 2, wherein said biocompatible 


flexible material is polytetrafluoroethylene(PTFE) or other biocompatible material 


. 4. (appealed) The arteriovenous shunt of claim 1 , wherein said arterial graft has a 
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\y ; ^eter-ftpm«bout 2 mm to about 8 mm and a length from about 20 cm to about 60 cm. 

V; 5 ' ^^^) ^ e arteriov ^ous shunt of claim 4, wherein said arterial graft has a diameter of from about 
. 6 mm to aljout frmrn and a length of about 40 cm. 

3 arteriovenous shunt of claim 1, wherein said artery is the brachial, 

/ : ^v ; ; ; ;;:: : '..; ; axillary, femoral or external iliac artery. 

; 7- ( A PP»al^d) The arteriovenous shunt of claim 1, wherein said cuff is 
'ih- r P°lyteti^uoK)ethylene or polyethylene terephthalate. 

> . (Appealed) The arteriovenous shunt of claim 1, wherein said venous outflow catheter 

1 mm to about 7 mm and a length of from about 20 cm to 

. / abdutSbcm. 

^. (Appealed) The arteriovenous shunt of claim 1, wherein said venous outflow catheter 
: ; " • . . has a^diameter from about 5 mm to about 7 mm and a length of from about 40 cm to 


PAGE 481 * RCVD AT 5/26/2009 1 :36:57 PM [Eastern Daylight Time] * SVR:USPTO-EFXRF-6/7 * DN1S:2738300 * CSID: * DURATION (mm-ss):21 «50 


05/26/2009 11:37 FAX 

pr; APPEAL BREIf.Jpr APP. No. : 10/812,380 
about 60 cm. 

i a (^ded, i^pealed) The arteriovenous shunt of claim 1, wherein said venous outflow 
catheter is made of other biocompatible materials. 

ft. (appealed) The arteriovenous shunt of claim 1, wherein said vein is the cephalic, 

• • '. ■ / ■ 

jaxillaiyJugalar,femoral or external iliac vein. 

12; (previously presented, appealed) The arteriovenous shunt of claim 1, wherein said venous 

outflow catheter has a diameter of about 1 mm smaller than said arterial graft 

13. (amended, appealed) A system for performing hemodialysis on a patient 
comprising: a,- an arteriovenous shunt comprising: 

i. an ferial graft comprising a body, a lead end and a terminal end, said lead 
end being configured for subcutaneous connection to an artery by 

anastomosis, wherein said arterial graft has a first diameter; and 
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ii; a single lumen venous outflow catheter comprising an intake end and 
';: \ ;#yX ■ positing end, said depositing end being configured for insertion through a 
; vcin the right atrium of the heart, wherein said venous outflow catheter 
has a second diameter different from said first diameter; and 
iii. a cylindrical cuff operable to direct passage of blood from said arterial graft 
to iteid venous *diMow catheter, said cuff comprising an inlet with blood 
communication with an outlet: 

? said Met beidg disposed about and connected to said terminal end of 

outlet being disposed about and connected to said intake end of 

venous outflow catheter; wherein said cuff provides a secure fit for said arterial graft first diameter 
: and said venous outflow catheter second diameter, 
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^^^^^^ appealed) The system according to claim 13, wherein said venous outflow 
catheter has a diameter of about 1 mm smaller than said arterial graft 


15; :|o^^^^ealed) The system according to claim 13, wherein said artery is the brachial, 


(pri^, : %ealed) The system according to claim 13, wherein said vein is the cephalic, 


;ix&^ or external iliac vein. 


17> (fended, appealed) A method of perfoiming hemodialysis on a patient comprising: 


-]^i0^y : ^a^g^n arteriovenous shunt into a patient, wherein said arteriovenous 


shunt comprises: 


;i. an arterial graft comprising a body, a lead end and a terminal end, said lead 


end. being configured for subcutaneous connection to an arteiy by 


anastom said arterial graft has a first diameter; and 
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ii a single lumen yeqous outflow catheter comprising an intake end and 


dating ^iaid depositing end being configured for insertion through a 


vein into the nght atrium of the heart, wherein Baid venous outflow catheter 


: im a sbcbnd diaineter different from said first diameter; and 


^«-qM^cd cuff operable to direct passage of blood from said arterial graft 


ib said ^nbti^putflow catheter, said cuff comprising an inlet in blood 


communication with an outlet: 


L Said inlet beiag disposed about and connected to said terminal end of 


said arterial .graft; and 


2. said outlet being ^disposed about and connected to said intake end of 


:^aid Venous outflow catheter, wherein said cuff provides a secure fit for said arterial graft first 
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y diaifteter and said venous outflow catheter second diameter; 

"'V^?^'' connecting s?ud arterial graft to a hemodialysis apparatus; 

ft© Patient through said arterial graft; 

d.Jpassirig s aid blood through the hemodialysis apparatus; 

:' • ^^ectingpiJrified blood from hemodialysis apparatus; and 

■ ; f - ^ Gn ^^ng 5aid purified blood through said cuff into said venous outflow catheter 
:i *ri% '•;\-;-^A-iM*«^k J fte right atrium and the blood is directly deposited into the right 

16 wherein said venous 

i"};:K$v>*S r>"* < . ..-^^oW-«^q^0d3 *;a diameter of about 1 mm smaller than said arterial graft 

; i A -if :; ::19/ (origin W,. ^)ped^ The method according to claim 16, wherein said artery is the brachial, 
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: axiilaiy, or femoral, external iliac artery. 


20: (ori^al, appealed) The method according to claim 16, wherein said the vein is the axillary, jugular, 
femoral or external iliac vein. 


JXj Evidence Appendix: Copy of the declaration of oath 
Mh exhibit 1 and 2 are attached. 
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y^/:<;f^eg|^Jn Support of Application 

1. We are the applicants in the above identified patent 
.application 

.r;;:;2iW(g;^^ciare the HERO Tm (Hemodialysis Reliable Outflow) 
-vascular access device, manufactured by Hemisphere Inc. 
.company is a hemodialysis arteriovenous shunt identical to the 
; ;i : applicants claimed invention. Clinical studies revealed new and 
^ r ; : unexpected results. 


Th^i/esults are a marked decrease in bacteremia rate versus 
currency used cuffed tunneled dialysis catheters and current 
arteriovenous graft literature. 


Improved adequacy of dialysis and patency versus currently used 
cuffed Juhneled dialysis catheters. 


Please see Exhibit 1 and Exhibit 2 as supporting documents for the 
HER<^ovdevice. 


In. patients with central venous occlusion, the HERO Tm . device has 
achieved a success rate for allowing dialysis in patients with no 
pfher option, 96.2% of the time (50/52 patients). 
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: P 7-z.' ;3^: I declare that all of the statements made herein of my 
knowledge are true and that all statements made upon 
information and belief are believed to be true, and further that 
y these;, statements were made with the knowledge that willful 
: : ' false statements and the like so made are punishable by fine or 
imprisonment . or hn+h. t inciter Portion mm r^< tt+i q i q ~r i i n j+ 0 H 
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RECEIVED 
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MAY 2 6 2009 


|;1k^IX^ Evicf^ce Appendix: Copy of the declaration of oath 
^tfcexhibii; ] and 2 are attached. 
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X} : ^ Appendix 

She copies of the court decisions are attached 
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^f^^ffie^U^ngit Inpatients wtth Challencdna Central V«tn Perfusion 

Chris Stout, Hg\Joan Panneton, MD, Ms/cH. GUckman, MD. Eastern VwatntaMecSceL h 


ya. craw. 


Norfolk. 




Occlusion 



Mp, yatoH. GUckman, md, Jean Panneton. MD. 
" §iW#cat, Norfolk, VA, USA. 
rtThe placement of hemoaocess devices In patents wtth central vein 
rnorecheJIengingf^ 




> access device, 

a conventional graft like access. 
9, a graft with a central outflow romponert designed to bypass 
:C^rrtfa1^^^ of ePTFE upper ami graft fitted with a titanium coonactor 

that is surgicaHy coupled to a subc ut a neo u s nWnoJ.sffioone outflow component which. exits 
into flrie.c«^ ysnw system. Prospective data Included average number of prion 


implant location. 


■ successful angioplasty of near central 
vein occasion, four patients have had placement of the device wiflin the subclavian veins 

f, one patient had placement of the device into the SVC through 
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al approach for SVC and jVCocdusipn, two patients had placement into 

_ ifaeannalfa^ 
unsuMessful placement attempt? due to taabffity 
t central veins. 1^ patients h^ successM placement of th» device 

i catheter dependent 

► Is the first AV access device to offer significant alternative to 
i conventioral cfialysfelo be achieved 




Tuesday, March 17 
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Related Proceedings Appendix 
The copies of the court decisions are attached 
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HeRO™ Vascular Access Device: 


Howard Katzman MD 


: ^ 1DC»( 

^ costs. 1 TDCaddJw lev effective 

^ i 

Tp^ which m femtfbtoro AW crAVQ options*' 

• -Jr.". ••":"»"• ?^;T 

Oit^ (BSRD OPM project) note* a 2H unseam in TDC catheter prevalence. 

v 3^ of centra) venous rtenoafc^ winch Jabibtejjenlpheml access fltrrinnm, cm 

& of the HeRD™ Vascular Aceempevice. The FDA late dearod the 

H^!^^ access in &ok patients ufao have Generated all other peripheral access 

*3ptibak TO &e fttnetioosJ status of an eFTFBgmft and tmnsfed cafrcter ioto a pennanenfly 

v jB^ access The HeRO™ device consists of a 6 mm inner diameter <JD) eFIFE graft componeot 

at the tons of implant tot snbentwoas 5 mm ID braided 

the U vein as^ng standard SBhBngeptwfanqBe and tumefed sttaitsaeoasty to tte aeto^ectond 

i^ ^ppct : ann j^abcro flic elbow. The outflow eemponent is men connected to fee graft via Oeaflceone 
flnft^InW tayp^v eq n nffldf. and hotly, a graft to tnctna) artery aaaa o ua joa is created in fi» same manner as a 
' ccgyesflo^ e?TFB graft The HeRO™ device requires a heat-fa period to aQow the cPTFB to 

'.• - toflocporsto: into theattronhd|^tfasofe before it can be accessed, luring tins tone* * patient may require abridging 
JTQC fedfa0jpda.:On^ device is ready fbr cananjanon (pa K/DOQI graft eanrnflaflon gnftWfaftt\ ii b 

s^ j j aa j jaj a a ffi graft eliimnaliug tho seed tor apodal Izaining at dialysis centers. 
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ocroeBKR tbbm, aooe 

$pflabu* 

t ft £rfcrfjjfc g Mfhhm QmHam wffl be wtoond 
IfaSwB ttScte : a* tto 4m t£ orfqfcm to i 



Syflabue 

KBE INTEBNATIONAL CO. ^ TELEPLEX INC. BTAJU 


THE PEDKRAL dEOTTT 
No. 04-1360. AsgoodNcn^ April 80, 2007 

lb coated a c onv e ntion al antpnrtffi e apeed. the driver dep— wee or 

► via a cable or 

1 link. Becaoee the pedal s portion in the feotveu 
xnnaafl? cannot 1»a4jba^^ 

from it atnst ettber rapoalflpa hftpitrtf in fl» seat or novo the i 
both of which can be bjg p adbct ajfajjanp tg maBay driroa m i 
wflh deep ftptmUt. TKa prompted faxroatort to 1 
. pedals that oould be edfcnted to < 

patent nnm^B a SnppOtt atrifCtAUIp wwmgr» . a 

is ddjustecL one of the ped&Fa p&ot points stays fixed. 
deelgBed ao Oat the force saty to apneas tha pedal is the ease 

i both the pedal and the pivot point 


doee vafoee in 
what fa 


I fink, but open and 
r to ctoctionkaignala. Fat the c omputer to 
; with the pedal an alaeteo nle oenaar moat 
I operation into digital data- Invention had 
The eo*ea&ed "98G 
patent taught that ft waeproftrobfe to detect the pedaTe position in 
. the pedal mediarrfwa, not ta the engine, ao the patent dieritoeed a 
pedal with to elect^^ a pivot point in the pedal < 

hfcr. The Sxmth pa t ent Umgltl that to pie waul the i 
the sensor to the cpjnputay from eheffa g and wearing oat* the i 
should be put on a fixed part of the pedal aaaembly rathei than in or 
on the pedaTe footpad. 


r '." : <v. 
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F2d 989 In Re Howard Semaker 

7©2F.2d$89 
: : 2ltu.SJ> i Q. 1 
In re Howard SERNAKER. 

United States Court of Appeals, 
4^M^I£lli9Uit 

;l|ii^^^Sl^|WtadtWi^ Pa., argued and filed briefs for appellant. 

^§k^#?k»ad W. SherHng, Washington, D.C., argued for Patent and Trademark Office, with him on th 
Sol., Joseph F.Nakamura, Washington, D.C. 

t*0m ^^^Cjrcult Judge, COWEN, Senior Circuit Judge, and NICHOLS, Circuit Judge. 
JflCHOLS, Circuit Judge. 


;^^i|^^w^.on appeal from the decision of the Patent and Trademark Office Board of Appeals (bos 
'M^l^^ml^"^ examiner's rejection, under 35 U.S.C Sec 103, of daims 1-6 and 8-11 in i 
':*t0&<** 916,018, filed June 15, 1978, entitled -Embroidered Transfer and Method of Making.' 

comprise all the claims in the case, we reverse. 

& •'• 

-:£$R^i^nd 
A. The invention 


App^laj^ has.myented a type of embroidered emblem and a method of making the same, Claims i and 10, 
Indep^no^nt dalms In appellant's application, are representative of the method and of the emblem, respect! 

meuiou or making an emorowerea transfer or emblem comprising the steps of: 

(a) embroidering a pattern on a portion of a substrate while using thread free from oil and with said thread 
single color and in an amount so that a portion of tee pattern Is sculptured by having a greater thickness th 
portion of the pattern. 


'B l ,;#e^ 4/23/2009 
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30S P^Ptmnmms, 


Antbor pfcdoevrc* J.Voa, None; Q J* Dc Bom. Nan* trc rw. 


4~ 


FP20. 


Howard Valval 


•j^Wjj* 6 "Pprored by FDAfcr "taw, ehjj^d'priSS 

MMKni .«* ~ 1 TOOI CUUttdMB £T Sftolu 01 


i£^t^*S : 5^f5* ^B ' , ?* flat ne poor cantiMna fer tAnki « 

^jj^^™^ 111 ^ ™- ."oocemraj data riu been captured c« 60 cadr 

S ll2Tte P^ou*^ and l£pnXw*^ 

^^^^^^^^ 1-17). The HeR^-devicc^ 

^^^^W^ fed evidence of bemocftfMm^ 

- Cotutafclfo flisi dam dcmoiutratci that octtti-duUctuted oanWta 

• e^^^SlIf?^?^ *** becttre^TeS 
■ «omr«e4 co i; tunneled dialysis' caihetcr. 




S£ C*^ : ^ *n*men* MedkaJ Group, Ian 

In^^SSE^S!^^ 5? K ' DO< ^ 8«««dlne*^incit»: 

— *mpomnoc of tmoecoom iterioreaow fetal* 
iSSP ^JS&ff^ A ««P«i«tia> afAVF f, awmrysnal dilatation 
^^fe?. 1 ?^ dlffil ^ ««"ysuv Treatment df mairfvc 
^iS^SST^ kwolva either Hgation or reaeede* wiuVuse of 
c interposition. Ia order to maintain an aU^tDgenous access, we 

'^SS^S^L^ 1 «r^ flncnr y OT ^ AVP.fa whkh che 

»^ 

operate* wcrc^t hrrtmh orts, aUa breakdown, infection, Weeding, and/or 
;.mw<1BffMAtepaftiaed by fcaccttog redundant length, reducing 
. (ftfttter ,*m1 ^-^iManitrocdDA the tails, • * 

were 13: men and ;6.womeri. The mean and median follow-up was 20 
moiU^. I Ticja^ and median primary patency was 17 and 14 months, 
;fcspua«dy. TEg mean and median secondary patency was 19 and X6JS 
; j months, ^pe^yety.. lW patients died, one AVF thrombosed, and two 
wtrcll^^ One fistula developed a stenosis mat wu 

treated with angtoplasty. There are no recurrent aneurysms to date, 

ContttoMj Surgical resection of excess length, rednctioQ oflumenal 
idhnmtiMd teebaitmction is a viable option for the treatment of compii. 
catedmassiw^ 

mslmam.mc-bd^ts ofmaU autogenous dialysis access wUk eonservmR 

^ratiireala^fiSteea;'.; ' 
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T.G. Canty, None. 


Woo, None; VJL Cook, None; R.J. Hye, None; 


Km Vaacnlar Surgery m-Tralnlng 


PP22. 

Be porr of the- 
(VSZTB> 

vfHulS^ * Dt f rt 5 Rhodes'* Thomas W Blester 2 , John ) Rkotta*. 

°CP^ n »* tl » Oncinnati, OH; 'American Bc*rdofwSy 
Philadelphia, PA; ^aahington Hospital Center, Washlnyon, DC 

JIaUiasxnindj AaVaacuhw 
f^jw fttortm general a^ traln^ to a nmlti ^ naK 
program with indrnrndrDt certmcattVm, the noed for an in-training ennri- 
nauon to aiseas the pftptrooneas of the candidate for the cerdfieatkMi 
pToceas baa oecome apparent. Our objective is to analyse die t 
^ SS r. ri,ri " °* fi« Vascular Surgery In-Training ' 
(VSmjan^ to correlate pcxWuneeooC 
tteQnai^Examinati^^ 

* ^i^'"'^ ?" v ««tfar 6Wnr Board (VS^ cc«|ur«ic« wWi die 
Aatoaanon of Program Dtrectora in Vaacnlar Suraxrv (APDVS\ mxxAnsrA > 
c^todeveloptheYSTrawru<±wM 

Board of the AnicricaTi Board rfSm^erWVSB/ABsJ. Thfary-onc APTJVS 
tadSVS monbera contributed qvjestio^ 
wsc^anjgcrytiBmir^AJaqn^ 

the ya/ABS prior to adrninlrtration of the exammadofuThc psychotnetdc 
cn a fwiffri itki of the examinanon and cocreianoo ofperfoanance on VSITB 
indVQB were undertaken by ABS suuT 

Reaohr Oh February 16, 2008, 240 examinees took the i roo al Vascu- 
Isr Surgery 2n*Trsining Examination online through a secure, proctntcd 
website. This total included 216 vascular resinents fiom 91 of 95 {96%)' 
, training programs The psyebomerxk nroperries of the exsmination were 
■ excellent wim index vames comparable to other ABS esanunadons. The 
average difficulty value for all items was 76.6*, the average discrimination 
value was 0.20, the total test reliability coefficient wu 0.8$and the standard 
error or" measurement was 2.9% correct. Seores ranged from SS% to 93% 
correct with an average of 76.7% cotjccl Sbrtv-ftiur cannldapa toofc both me 
VSTTBand the VQBin 2008. A high corrdarioorf 070 w«r^ t<twcen 
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EXPANDED POLYTETRAFLXKmOKTHYLSNg (PTTE) SUBCOTANgOU8 
AHTEHSOVEHOUS CONDUCT: AN IMPROVED 

vascwlar access ?6ft .ciimoMC hemopialysis 

L. D. Bator, Jr., J. M. Johnson, and D. Goldfarb 

Heceut experience with expanded polytetranqorqcthylene (PTFE) has demonstrated that a specific form of 
this materUl AiiwUons extremely well as a small artery prosthesis 1 . The basic ultras tructure of expanded PTFE 
\* Qlustratedl in Ylgnre 1. Spindle-shaped PTFB nodes are oriented radially in the graft wall and these nodes are 
iatercunjnected by fine fibrils. This notte-fTbrll arrangement forms a type of lattice-work, and the distance be- 
tween tn^ ^ nodes as wall as the node diameter oan be varied In the fabrication process. The specific form of this 
material which gave the most favorable results In regards to controlled tissue ingrowth and long-term patency has 
' the foU^mg c^raoterlstlcs; 1) an tnternodal distance of 2a to 30 pt 9 2) a node diameter of less than 12 p, 3) a 
wall ;thlc r teess^(Di;l^eon 0. 3 and 0 . 5 mm, and 4) a density of 0. 3 Gm/ml. Histological evalnaUon of these grafts 
revealed a thlo n^olnUma with flattened nucleated endothelial cells facing me bloodstream, along with complete 
'. and tmlfom tranam fibrous tissue Ingrowth and Intramural neocapillarles* 

With the early clinical success of expanded PTFB as a femoral-popliteal artery bypass graft*, we then 
considere^ths use of this material as a subcutaneous A-V conduit lor chronic hemodialysis. 
: : ' :r '--- : ^o^^^y- clinical trial, however, several questions needed to be answered: 
[iy CouJd%* material withstand repeated percutaneous large bore punctures? 

2) Following-withdrawal of the dialysis catheter would mere be a reasonable and prompt cessation of 
bieeding? 

3) Would clot propogation at the puncture site lead to obstruction of the graft? 

4) Would Infection of the prosthetic material become a prohibitive problem? 

MATERIALS AND METHOD8 



TABLE 


Experimental. Seven grafts of expanded PTFE* were then inserted into nogs as loop flstnlae between the 
common femoral artery and common femoral vein* Over the following 8 wta, mock dlalyaes were performed 
:.^^1e^«^iA^A of these dogs wim a #14 gauge Medicut catheter. These catheters were inserted porcu- 
taneousiy .in^^-^aft, and blood was returned to the animal through a vena puncture in the cephalic vein of the 
foreleg. The animals were sacrificed after the 8 wk period and the grafts examined grossly and histologically, 
Cliaic^. From April of 1975 through February 1976, 72 patients at the Good Samaritan Hospital Kidney 
Center and Maricopa County General Hospital Dialysis Unit, Phoenix, Arlaona. have been dialyxed using the 
exfenu^ PTFfe A-V conduit {Table I). Forty-three of these patients are male and 29 female. The 

ages of these patients range from 10 to 73 yrs, with a mean age of 
46 yrs. Our preferred method of placement baa been what we term 
the straight forearm graft, which is an anastomosis of the graft to 
the distal radial artery and to the cephalic vein near the autecubital 
fossa, ff , however* the radial artery is not satisfactory either due 
to insufficient flow or prior access use, a loop fistula SB constructed 
In the forearm between the brachial artery and cephalic vein. If 
access sites are not available in the upper extremities, then we have 
implanted these grafts in the thigh, either as a straight graft between 
the superficial femoral artery and common femoral vein, or as a 
loop fistula between the common femoral artery and common femoral 
vein. 

We have placed a total of 84 grafts in these 72 patients with 
48 hi the straight forearm position, 16 ae forearm loops, 8 as straight 

thigh » *3 <"> thigb loops, crad ono a« • at might arm graft, from 

tho brachial mr+nry »f Dm antncohltsl fOSSU tO the cep halic VOlO in the 

delto-pectoral groove. The majority of these grafts have been 8 mm 
in diameter, with 10 being 6 mm in diameter. Most of these grafts 
have been used within 3 days of Implantation and several have been 
employed within 3 hrs. The period of observation has ranged from 
4 to 60 wks. 


^E^MCEuWItH^PTFE A-V FISTULAS 

29 


Ho. of Orients 
•• lisle 
Female 


flor* of Grafts 

Fbrearo, straight 

. ^orea-rti, loop 
Thigh, straight 
Thigh, loop . 

.. ; Ark, straight 


W 
16 
6 
13 

I 


Aoe Distribution (vrs) 

20r29 
, 30*39 • 

i SOr59 ' 
60-69 
70-79V 


I 

II 
13 
13 
19 
11 
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<rf!r^ Medical Prosthetic Research Associates, Inc., 4209 South 36th Placa, 
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L^gwi p-i vccU^iit as Source oi 
Supporting Rationale [R-l J - 2100 


2144.04 Legal Precedent as Source of Supporting Rationale [R-l] 

A8<focu88e4,m^j^ § 2144, if fte feds in a prior legal decision are sufficiently similar to 
feosejin an application under examination, the examiner may use the rationale used by the 
cotitt. Exanmles directed to various common practices which the court has held normally 

';f#^iSWpP'*' ff to *9^1»cant has demonstrated me crmcality of a specific limitation, it 
would not be appropriate to rely solely on case law as toe rationale to support an 



I 41 


IC DESIGN CHANGES 


M re:Sejd t 161 F2d 229, 73 USPQ 431 (CCPA 1947) (Claim was directed to an advertising 
display device comprising a bottle and a hollow member in the shape of a human figure 
from toe waist up which was adapted to fit over and cover toe neck of the bottle, wherein 
ifcehoUow member and the bottle together give toe impression of a human body. Appellant 
argM Ascertain limitations in the upper part of toe body, including toe arrangement of 
the ams* were not taught by toe prior art The court found mat matters relating to 
ornamentation only which have no mechanical function cannot be relied upon to patentably 
dJ|^S^^^claimed invention from the prior art). But see In re Dembiczak, 175 F3d 
^SauSPQM 1614 (Fed. Cir. 1999) Cfhe claims of a utility application, drawn to a 
i plastic trash bag wife a jack-o-lantern face, were rejected under 35 

U^^ j^^wever, toe court reversed toe rejection for lack of motivation to combine 
" ' * * i with a reference showing a jack-o- lantern face on an orange paper 

».); Ex parte Hilton, 148 USPQ 356 (Bd. App. 1965) (Claims 
i with a specified moisture and fat content, whereas the 

. es having a higher moisture content. While recognizing 

1^ particular shape of a product is of no patentable significance, the 

^ the shape (chips) is important because it results in a product which is 

: &0J$i,^ OB A STEP OR AN ELEMENT AND ITS FUNCTION 

A. Omlsttfcm of an Element and Its Function Is Obvious If the Function of the 

f S : ; ^ 

W£$&< & 2031 (EkL Pat App- & Inter. 1989) (Claims at issue were dinged to 

}^:Ifp3^ 5/25/2009 

PACE 26/31 • RCVD AT 5/26/2009 1 :38:57 PM [Eastern Daylight Time) * SVR:USPTO-EFXRF-6/7 » DNIS:2738300 * CSID: ■ DURATION <mm«ss):21-50 



05/26/2009 11:53 FAX 


(21027/031 


No.: 10/812380 (DC) Evidence Appendix 



est^J^pg^ in a claim to an old process so scaled" 531 F.24 at 105,3, 189 USPQ 
at.l4;8.)i * 

In Gardner v. TEC Systems, Inc., 725 F.2d 1338, 220 USPQ 777 (Fed. Cir. 1984), cert 
^^^mps. 830, 225 USPQ 232 (1984), the Federal Circuit held that, where the only 

prior art and the claims was a recitation of relative dimensions of the 
cla^ a device having the claimed relative dimensions would not perform 

di^^inekdd^j^^.tixe. prior art device, the claimed device was not patentably distinct from the 
prio r art de^ ■ * 

B. Change in Shape 

In re^^- 357 ¥J2d 669, 149 USPQ 47 (CCPA 1966) (The court held that the 
cop$gu?«tt^of fee claimed disposable plastic nursing container was a matter of choice 
• ^ skill in the art would have found obvious absent persuasive 

e^<^i^ |^^bie particular configuration of the claimed container was significant). 

C. of Adding Ingredients 

&p$rte J^0in, 128 USPQ 440 (Bd App. 1959) (Prior art reference disclosing a process of 
m ^almriinnted sheet wherein a base sheet is first coated with a metallic film and 



i with a thermosetting material was held to render prima facie obvious 
I to a process of making a laminated sheet by reversing die order of the prior 
^j^^^j^ps,). See also In re Burhans, 154 F^d 690, 69 USPQ 330 (CCPA 1946) 
(s^i^^^lBJy enter of performing process steps is prima facie obvious in die absence of 
i^OT i^^ In re Gibson, 39 F»2d 975, 5 USPQ 230 (CCPA 1930) 

(Selection of any order of mixing ingredients is prima facie obvious.)* 

SEPARABLE, ADJUSTABLE, OR 


A. Making Portable 

In re Undberg, 194 F^d 732, 93 USPQ 23 (CCPA 1952) (Fact that a claimed device is 
pprtable or movable is not sufficient by itself to patentably distinguish over an otherwise 
old device unless there are new or unexpected results.). 

fi, Making InUgral 

^ 965,968, 144 USPQ 347, 349 (CCPA 1965) (A claim to a fluid 

: tn«^ was rejected as obvious over a prior art reference which differed from 

the prior art in claiming a brake drum integral with a clamping tnrai^ whereas the brake 
di^w^ prior art comprise several parts rigidly secured together as a single 

''•^mt'^tj^'ca^ affimied the rejection holding, among other reasons, "that the use of a one 
piec^^ structure disclosed in [the prior art] would be merely a 

matto of bbyknis engineering choice."); but see Schenck v. Nortron Corp * 713 F.2d 782, 
218 ti^E^ ^$^ei Cir. 1983) (Claims were directed to a vibratory testing machine (a 
hard^beari^ balancer) comprising a holding structure, a base structure, and a 
^ form "a single integral and gaplessty continuous piece." Nortron 

aigi^ is just making integral what had been made in four bolted pieces. 


- 1 ^ 2144 04.htm 5/25/2009 
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U,S. Supreme Court 

CRAttAM v- JOHN DBBRB CO*, 589 CUJ. 1 (1944) 
3X1 1 
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EXPANDED POLYTETRAFLTOBOETHYLSNE (PTFE) SUBCUTAWgOU8 
A RTKBIOVENQUB CDHDUIT: AW IMPROVED 
VASCULAR ACCESS V&& ICttTOMC HEMODIALYSIS 

L. D. Bajcsr» Jr. , J. M. Johnson, and D. Goldfatb 
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Becent e^rieoce wttfc expanded polytetrafluoroetiiyleoe (PTFE) has demonstrated that a specific form of 
thl^inate^ well as a small artery prosthesis 2 . The basic ultrastructnre of expanded PTFE 

^ii^^^^k^i^ I. Splndle-sbaped PTFE nodes are oriented radially m the graft wall and these nodes are 

InUtrX^Mi^Vo^ hy Wis tmn\a^ Tills awte-fttjxU mz rma&uium t Cumin * Ijrjw of JaUWtrwoik, and the dlatanoo bo- 

-Kjs^:t^ • T^uroecinc fnrm of this 

■ B-i i Vui'iflflvJriM u «•■ ir i f • i i'vba ■••<■# nn »■ tin . tu m mm*m riiiMana ar mmr rwro m it -hi ■ 

wnHvtf^ne^ 0.3 and e.5 mm, ami 4) * density of 0.5 GfflA^or-HiBtDibjttetti srah«ui*i of «*aw> graft. 

' \7 V Wtta-lfJw tflprij cilnlcsi ewxeae us tnnparat^i fttb * J^mvrtM-v******** *xwxy »TF-»« Bn«t- r ^ ««t» 
•,,^U^v^»'ti*''^4 : :v^'tlrf-* a* ▲ aiAAlui«iiff V^e«iAtl* fern cHrw^ fc<Ewo^r «fyftlft.. 

bleeding? 
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